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Status 

1)1X1 Responsive to communication(s) filed on 05 February 2003 . 
2a)D This action is FINAL. 2 b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 o.G. 213. 
Disposition of Claims 

4) |El Claim(s) 1-33 is/are pending in the application. 

4a) Of the above claim(s) 19-33 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EE3 Claim(s) 1-12 and 14 is/are rejected. 

7) IEI Claim(s) 13.15-18 is/are objected to. 

8) P Clair n(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0M The drawing(s) filed on 08 December 2000 is/are: a)Q accepted or b)K objected to by the Examiner 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 121(d) 
1 1 )U The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S C § 1 19(a)-(d) or (f) 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received 
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DETAILED ACTION 



Election/Restrictions 

Applicant's election with traverse of Group II in the paper filed 2/5/04 is acknowledged. 
The traversal is on the ground(s) that restriction is not required but discretionary, many of the 
group share the same class and subclass and would pose no search burden, the restriction is 
incomplete; some of the groups overlap; claim 1 is generic to in vivo and ex vivo approaches. 
This is not found persuasive because restriction was required for the reasons set forth in the 
Office action of 10/1/03. While many of the groups share the same class and subclass, i.e. 
424/93.2, this subclass is huge and encompasses a wide variety of different inventions, many of 
which are unrelated to each other. A search (3/10/04) of patents and published applications in 
424/93.2 alone revealed 364 patents that made reference to an RSV promoter. A search of US 
patents is only part of the search that must be performed. A search of non-patent literature for 
references that include AAV and RSV promoters in their database records did not reveal the 
Lanuti et al. or Sterman et al. references provided by Applicant, which involved adenoviral 
vectors comprising an RSV promoter. This illustrates that a search of the elected invention 
would not necessarily identify prior art pertinent to non-elected inventions. Consequently, there 
would be a search burden. The restriction requirement was complete, claims 1-18 link inventions 
1-VI, as indicated at page 7 of the preceding Office action. Claims 1-18 are examined as they are 
directed to the elected invention or to the extent required to determine whether they are 
allowable. With respect to the possibility that some groups may overlap, i.e. include species m 
common, the claims are generic, and have been grouped according to common generic features, 
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e.g. using an AAV vector vs. an adenoviral vector, which are divergent in the art. With respect to 
claim 19, the issue of whether claim 19 properly depends from claim 1 is not relevant to whether 
in vivo gene delivery of a viral vector is independent or distinct from in vivo delivery of a 
recombinant cell. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 19-33 are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as 
being drawn to nonelected inventions, there being no allowable generic or linking claim. 
Applicant timely traversed the restriction (election) requirement in the paper filed 2/5/04. 

Information Disclosure Statement 

The information disclosure statement filed 8/8/01 fails to comply with 37 CFR 1.98(a)(3) 
because it does not include a concise explanation of the relevance, as it is presently understood 
by the individual designated in 37 CFR 1.56(c) most knowledgeable about the content of the 
information, of each patent listed that is not in the English language. It has been placed in the 
application file, but FR 271 6460 Al referred to therein as has not been considered. WO 
95/22616 has been considered only with respect to the Abstract. 

The information disclosure statement filed 8/5/02 fails to comply with 37 CFR 1.98(a)(2), 
which requires a legible copy of each U.S. and foreign patent; each publication or that portion 
which caused it to be listed; and all other information or that portion which caused it to be listed. 
It has been placed in the application file, but JP 3028386 referred to therein has not been 
considered. The information disclosure statement filed 8/8/01 lists an abstract of JP 3028386, 
which was provided to the PTO. While this abstract has been considered, reference to it has been 
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crossed out on the PTO-1449 filed 8/8/01 because the citation is incomplete. The publication (■ 
database) from which the abstract was obtained has not been identified in the citation. Should 
Applicant desire the abstract be cited on the face of a patent, a complete citation should be 
provided on a PTO-1449. 



Drawings 

New corrected drawings are required in this application because the text labeling in 
Figures 1 and 2 is illegible (type font is too small). Applicant is advised to employ the services of 
a competent patent draftsperson outside the Office, as the U.S. Patent and Trademark Office no 
longer prepares new drawings. The corrected drawings are required in reply to the Office action 
to avoid abandonment of the application. The requirement for corrected drawings will not be 
held in abeyance. 



Claim Objections 

Claims 1-18 are provisionally objected to because of the following informalities: the 
claims embrace non-elected inventions. Limiting the claims to introducing the transgene on an 
AAV vector would overcome this objection. 



Claims 13 and 15-18 are objected to under 37 CFR 1.75(c) as being in improper form 
because a multiple dependent claim may not depend from another multiple dependent claim (e.g. 
claims 6-12). See MPEP § 608.01(n). Accordingly, the claims 13 and 15-18 have not been 
further treated on the merits. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 14 recites the limitation "the virus" in line 1 . There is insufficient antecedent basis 
for this limitation in the claim, or in claims 1-5 from which it depends. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or m public use or on 
sale m this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 1 22(b) by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351 (a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21 (2) of such treaty in the English language. 

Claims 1, 2, 4-6 and 14 are rejected under 35 U.S.C. 102(b) as being clearly anticipated 
by Sterman et al. (Hum. Gene Ther. 9: 1083-1092, 1 May 1998). 

Claims 7-12 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Sterman et al. (Hum. Gene Ther. 9: 1083-1092, 1 May 
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U02455, and GenBank Acc. No. M77786. 
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Claims 7-12 arc rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Snyder et al., US 2002/0155580, as evidenced by the 
admission of prior art in the instant specification, GenBank Acc. No. U02455, and GenBank 
Acc. No. M77786. 

Snyder discloses a method of treating hemophilia A in a mammal by in vivo 
administration of an AAV vector comprising an RSV promoter operably linked to the coding 
sequence for human Factor VIIT (hFVIIi) to attain expression of hF VIII in . The primary target 
of the method are human hemophilia A patients. As noted in para. 0053-0054, the RSV promoter 
was chosen for its size and expression. See entire reference, particularly figure sheets 1, 2, 5-12, 
para. 0053, 0054, 0073-0077, 0080, 0090-0093, 0101-0128, claims 13 and 14. 

Snyder does not disclose the structure of the RSV promoter used. However, claims 7-12 
are either obvious or anticipated by Snyder for the same reasons as set forth in the rejection 
under 35 USC 1 02(b) over Sterman set forth above. 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Woo et al., WO 95/05835, discloses delivery of an adenoviral vector comprising an 
RSV promoter operably linked to coding sequence for HSV tk to baboons (pages 36-41). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Scott D. Priebe whose telephone number is (571) 272-0733. The 
examiner can normally be reached on M-F, 8:00-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Amy J. Nelson can be reached on (571) 272-0804. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Scott D. Priebe 
Primary Examiner 
Art Unit 1632 



